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(a) Coal tar. The tar used for medici-
nal purposes that is obtained as a by-
product during the destructive distilla-
tion of bituminous coal at tempera-
tures in the range of 900 °C to 1,100 °C.
It may be further processed using ei-
ther extraction with alcohol and suit-
able dispersing agents and maceration
times or fractional distillation with or
without the use of suitable organic sol-
vents.

(b) Dandruff. A condition involving
an increased rate of shedding of dead
epidermal cells of the scalp.

(c) Psoriasis. A condition of the scalp
or body characterized by irritation,
itching, redness, and extreme excess
shedding of dead epidermal cells.

(d) Seborrheic dermatitis. A condition
of the scalp or body characterized by
irritation, itching, redness, and excess
shedding of dead epidermal cells.

(e) Selenium sulfide, micronized. Se-
lenium sulfide that has been finely
ground and that has a median particle
size of approximately 5 micrometers
(µm), with not more than 0.1 percent of
the particles greater than 15 µm and
not more than 0.1 percent of the par-
ticles less than 0.5 µm.

[56 FR 63568, Dec. 4, 1991, as amended at 59
FR 4001, Jan. 28, 1994]

§ 358.710 Active ingredients for the
control of dandruff, seborrheic der-
matitis, or psoriasis.

The active ingredient of the product
consists of any of the following within
the specified concentration established
for each ingredient:

(a) Active ingredients for the control of
dandruff. (1) Coal tar, 0.5 to 5 percent.
When a coal tar solution, derivative, or
fraction is used as the source of the
coal tar, the labeling shall specify the
identity and concentration of the coal
tar source used and the concentration
of the coal tar present in the final
product.

(2) Pyrithione zinc, 0.3 to 2 percent
when formulated to be applied and then
washed off after brief exposure.

(3) Pyrithione zinc, 0.1 to 0.25 percent
when formulated to be applied and left
on the skin or scalp.

(4) Salicylic acid, 1.8 to 3 percent.
(5) Selenium sulfide, 1 percent.
(6) Selenium sulfide, micronized, 0.6

percent.

(7) Sulfur, 2 to 5 percent.
(b) Active ingredients for the control of

seborrheic dermatitis. (1) Coal tar, 0.5 to
5 percent. When a coal tar solution, de-
rivative, or fraction is used as the
source of the coal tar, the labeling
shall specify the identity and con-
centration of the coal tar source used
and the concentration of the coal tar
present in the final product.

(2) Pyrithione zinc, 0.95 to 2 percent
when formulated to be applied and then
washed off after brief exposure.

(3) Pyrithione zinc, 0.1 to 0.25 percent
when formulated to be applied and left
on the skin or scalp.

(4) Salicylic acid, 1.8 to 3 percent.
(5) Selenium sulfide, 1 percent.
(c) Active ingredients for the control of

psoriasis. (1) Coal tar, 0.5 to 5 percent.
When a coal tar solution, derivative, or
fraction is used as the source of the
coal tar, the labeling shall specify the
identity and concentration of the coal
tar source used and the concentration
of the coal tar present in the final
product.

(2) Salicylic acid, 1.8 to 3 percent.

[56 FR 63568, Dec. 4, 1991, as amended at 59
FR 4001, Jan. 28, 1994]

§ 358.720 Permitted combinations of
active ingredients.

Salicylic acid identified in § 358.710(a)
(4) may be combined with sulfur identi-
fied in § 358.710(a)(6) provided each in-
gredient is present within the estab-
lished concentration and the product is
labeled for the control of dandruff.

§ 358.750 Labeling of drug products for
the control of dandruff, seborrheic
dermatitis, or psoriasis.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product with one or more of the
following, as appropriate:

(1) ‘‘Dandruff (insert product form)’’
or ‘‘antidandruff (insert product
form)’’.

(2) ‘‘Seborrheic dermatitis (insert
product form)’’.

(3) ‘‘Psoriasis (insert product form)’’.
(b) Indications. The labeling of the

product states, under the heading ‘‘In-
dications,’’ the phrase listed in para-
graph (b)(1) of this section and may
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